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PRESS RELEASE
#2010- 030
Voluntary Recall of Certain Over the Counter (OTC) Infants’ and Children’s Products

The Department of Public Health and Social Services (DPHSS) is announcing to the public that
on April 30, 2010, McNeil Consumer Healthcare, a division of McNEIL-PPC, Inc., in
consultation with the U.S. Food and Drug Administration (FDA), voluntarily recalled all lots
that have not yet expired of certain over-the-counter (OTC) Children’s and Infants’ liguid
products manufactured in the United States and distributed in the United States, Canada,
Dominican Republic, Dubai (UAE), Fiji, Guam, Guatemala, Jamaica, Puerto Rico, Panama,
Trinidad & Tobago, and Kuwait. (SEE RECALLED PRODUCT LIST BELOW).

McNeil Consumer Healthcare initiated this voluntary recall because some of these products may
not meet required quality standards. This recall is not being undertaken on the basis of adverse
medical events. However, as a precautionary measure, parents and caregivers should not
administer these products to their children. Some of the products included in the recall may
contain a higher concentration of active ingredient than is specified; others may contain inactive
ingredients that may not meet internal testing requirements; and others may contain tiny
particles. While the potential for serious medical events is remote, the company advises
consumers who have purchased these recalled products to discontinue use.

To date, the Division of Environmental Health of this department has determined that several
retail establishments and pharmacies have been affected on Guam. All the affected products
were voluntarily removed from the shelves. The investigation is still on-going to determine the
extent of the recalled commodities that are on Guam. The department will release more
information to the public as more information is obtained from our investigation.

The department has not received any local reports of injuries or illnesses associated with the
consumption of this recalled commodity. Consumers who have purchased any of the implicated
products listed above are urged to stop using the product immediately and return them to the
store purchased for a full refund. Consumers with questions or concerns about the recall may
contact 1-888-299-76496036 (8:00 am — 4:00 pm Central Standard Time). Consumers who have
medical concerns or questions should contact their healthcare provider.,

The McNeil Consumer Healthcare company is conducting a comprehensive quality assessment
across its manufacturing operations and has identified corrective actions that will be
implemented before new manufacturing is initiated at the plant where the recalled products were
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made. Consumers can contact the company at 1-888-222-6036 and also at
www.mcnellproductrecall.com.

For additional information, including affected NDC numbers, consumers should visit the website
www.meneilproductrecall.com or call 1-888-222-6036 (Monday-Friday 8 am. to 10 p.n.
Eastern Time, and Saturday-Sunday 9 a.m. to 5 p.m. Eastern Time). Any adverse reactions may
also be reported to the FDA’s MedWatch Program by fax at 1-800-FDA-0178, by mail at
MedWatch, FDA, 5600 Fishers Lane, Rockville, MDD 20852-9787, or on the MedWatch website
at www.fda.gov/imedwatch or contact the Division of Environmental Health DPHSS at 735-7221.

Dangkolo Na Si Yu’us Ma’ase!

I Peter Roberto, ACSW
Director

Attachments

CONCENTRATED TYLENOL® INFANTS’ DROPS 1 0O7. GRAPE FLAVOR 50580-144-01 3

{CONCENTRATED TYLENOL® INFANTS’ DROPS 0.5 O7. GRAPE FLAVOR* 50580-144-15

(CONCENTRATED TYLENOL® INFANTS’ DROPS 1 OZ. CHERRY DYE FREE 130580-167-01 :

CONCENTRATED TYLENOL® INFANTS” DROPS 0.5 07, CHERRY FLAVOR 50580-143-15

ECONCENTRATED TYLENOL® INFANTS’ DROPS 1 O7. CHERRY FLAVOR 50580-143-30 w

; =123
CHILDREN’S TYLENOL® SUSPENSION 2 O7. CHERRY BLAST FLAVOR >0580-123-02

:CH'I.I,.DREN‘S TYLENOL® SUSPENSION 4 OZ. CHERRY BLAST FLAVOR >0580-123-04 '

ECHILDREN 'S TYLENOL® DYE-FREE SUSPENSION 4 O7. CHERRY FLAVOR : >0580-166-04

CHILDREN’S TYLENOL® SUSPENSION 4 OZ. GRAPE SPLASH 20580-296-04




;CHIE_DRLN STYL ENOL’E SUSP%NSION 4 0/ VERY BLRRY S I RAWBERR‘{ I-i AVOR

 50580-123-03

50580-493-04

' 50580-123-01

gCHILDREN"S TYLENOL® PLUS SLSP}:NSION 407 COUGH & SORE THROAI
,fLHI‘RRY FLAVOR

50580-247-04

;CHILDRFN S TYLENOL® PLUS SUSPENQION 4 07. COUGH & RUNNY NOSE CHERRY |

%LAVOR

ECHII DREN'S T -}:‘JOL@ PLUS DYE-FREE SUSPENSION 4 OZ. COLD & STU}TY NOSE |

‘GRAPE FLAVOR

;C"&DRENSf\1£N0L®PLL€DyLPRLESUSM?&QOM4(M’LOU)&COUGH mw'g505&)25404

\GRAPE FLAVOR

50580-249-04

30580—253 04

CHILDREN'S TYLENOL® PLUS DYE-FREE SUSPENSION 4 0Z. MULTI-SYMPLOM
COLD GRAPE FLAVOR

gCHILDREI\ S F YI ENOL@ PLUS SUSPENSION 4 07 I~LU BUBBLLGUM FL. f&VOR

50580-255-04

50580-386-04

C}HLDREV S TYL ENOL® PLUS SUSPI:NSION 407 COLD & ALL ERGY BUBBLI—GU\/I

FLAVOR

gCHILDREN S TYLENOL® PLUS SUSPFNSEON 407 MULTI- SYMPTOM COLD GRAPE

FLAVOR

MOTRIN® INFANTS® DROPS

:5{)580—387-04

i50580 39104

§C01\:C}“N IRAI FD MOTRI’\}’@“ E\JFAN s’ DROPS i OZ BERRY DYE FRLI:

ECONCENTRATED MOTRIN® INFANTS® DROPS 0.5 OZ. BERRY DYE FREE

fcoNCENTRATEDh«)ﬂﬁN@}NFANTS’DROPscjanBERRYFLAVOR*

50580-198- 01
50580-1¢ 108-15

50580-100-15

§LIH}_DRLE\E S MOTRIN® SLSPE:\ISI()N 2 OZ BERRY FLAVOR

;CHILDRE’N‘S MOTRIN® SUSPENSION 4 OZ. BERRY FLAVOR

i(,HILDRLN S \fi()TR]’\I R/ SUSPENSI(’)\J 4 OL E'ROPICAL PUNCH FLAVOR

_.CHI[,DREN’S MOTRIN® SUSPENSION 4 OZ. GRAPE FLAVOR

ECHILDREN’S MOTRIN® SUSPENSION 4 OZ. BUBBLEGUM FLAVOR

550580—184-04

;50580 GOE 02§
;50530 601-04
fsosso 215-04

1 50580- 60% 04

?50580 604-04




[CHILDREN'S MOTRIN® SUSPENSION | OZ. GRAPE SAMPLE 50580-603-01

CHILDREN'S MOTRIN® SUSPENSION | OZ. BUBBLEGUM SAMPLE 30580-604-01

150580-601-01

CHILDREN'S MOTRIN® SUSPENSION 4 OZ BERRY HOSPITAL 20580-601-50 _

CHILDREN’S MOTRIN® SUSPENSION 4 OZ, COLD BERRY FLAVOR 305 80‘_902“04 *

CHILDREN’S ZYRTEC® LIQUIDS IN BOTTLES

CHILDREN'S ZYRTEC® 4 OZ. BUBBLEGUM SYRUP >0580-721-04
CHILDREN'S ZYRTEC® DYE FREF 4 0Z. GRAPE SYRUP 50380-730-04 |

CHILDREN’S ZYRTEC® SUGAR-FREE DYE-FREE 0.5 OZ. GRAPE >0580-730-15 |

CHILDREN'S ZYRTEC® SUGAR-FREE DYE-FREE 0.5 OZ. BUBBLEGUM 0580-721-15

§CI—HUZ)_I;{_E]\E S ZYRTEC® SUGAR-FREE DYE-FREE 2X407 BUBBLEGUM LIQUID _ 5058(}72 1-08

S BENADRYL® ALLERGY LIQUIDS IN BOTTLES

;CHILDREN‘S BENADRYL® ALLERGY 4 OZ. BUBBLEGUM FLAVORED LIQUID >0580-535-04

* CONCENTRATED TYLENOL® INFANTS> DROPS 0.5 OZ. GRAPE FLAVOR 1s also
included in JOHNSON'S ® Baby Relief Kit.

*FCONCENTRATED MOTRIN® INFANTS DROPS 0.5 OZ. BERRY FLAVOR is also
included in JOHNSON'S ® Baby Relief Kit
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U.S. Food and Drug Administration

ety Hecals, Market Withdrawals, & Satery Alsrie

Homes el

Recall -- Firm Press Release

FOA posis press wieaggg and other notices of recalls and market withdrawals from the firms volved 20 3 service to
consumers, the ma rd other nterested sarties. FDA does not endorse sither the sroddugt or the company.

McNell Consumer Healthcare Announces Voluntary Recall of Certain OTC Infants’ and Children’s
Products

FOR IMMEDIATE RELEASE - Apri! 30, 2{3 O - Fort Washington, PA. Mcheill Consumer Healthcare, Division of MoNEIL-PPL,
Inc., in consultation with the U.5. Food and Drug Administration f%i};i;; g voluntarily recafling all Ints that have nob yat
expired of certain over-the-counter (OTC) Children’s and Infants’ lig iguid products manufactured in the United States and
distributed in the United States, Canada, Dominican Repub biic, Dubat (UAE}, Fiji, Guam, Guatemsia, Jamaica, Pusrto Rico,
Panama, Trinkdad & Tobags, and Kuwait, {SEE BECALLED PRODUCT LIST BELOWY,

Mchell Consumer Healthcare is inftiating this voluntary recall because some of these s}ﬂ:}aw:ts may not rreet required cuality
tandards. This recall iz not beln g dertaken on the basis of adverse ’%‘”@ﬁiiﬁs avents. However, 85 a precaut Qf‘&*‘; MeAsUre,
;}%re&nﬁ:g and caregivers should no ﬁmm.giar these products

5t thelir children. Some of the produsts included in the recall ma
contain & higher concentration of ec@:w& ngredient than is speg ‘fw‘»«:é :}?ﬂars ragy contain mactive ingredients that may m*
oot ﬂf:a*”s”ar—“ testing requirements; and others may contsin 4 iny particles. While the potential for seripus medical event
remote, the company advises consumers who have purchasaed these recalied products & discontinues use,

7

B

The company B conduch
correckive aotions thet w
were made,

a4 & comprehensive quality sssessment soross g manufaciuring ;;g;efa ions and has dentifiad
| be inplemented before new manufacturing is initiated at the plant where the recaliad products

Consumers can contact the company af 1-288.322-6036 and 2iso at www, ren silproductrecall.com ’. Parents and care givers
who are not sure about alternative pediatric health treatment cptions should tall to their doctor or pharmacist and arp
rerpinded 1o never give drug sroducts to infants and children that are not intended for those 00 grouns a3 this could resuit i
sericus harm

For addizipnal in
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"~

formation, induding affected NDO numbers, consumers should visit our website www. meneiiproductrecall.con
P

'\,1

MedWatch, FDA, 5800 Fishers Lane, Rockyille, MD 20852 2-9787, or on the MedWatch website at www fda gov/medwatch
¥ H £ ~if

Mclel Congumer Healthoare, Divigion of MeNeil-PEC, Inc, markers a brozd rangs of well-known O7C products,

MOC Bumbey

INFANTS' DROPS 1 OZ. GRAPE FLAVOR 50380-144-01
CONCENTRATED TYLENOL® INFANTS' DROPS 0.5 07, GRAPE FLAVOR* 50580-144-1%
CONCENTRATED TYLENOL® INFANTS DROPS 1 0F. CHERRY IYE FRES 50580-167-01
CONCENTRATED TYLENOLE INFANTS' DROPS 0.5 07, CHERRY FLAVOR S0580-143-15

hitp:/fwww. fda gov/Safety/Recalls/uem2 10443 htm 5/572010




MCINel vonsumer Healthcare Announces Voluntary Recall of Certain OTC Infants’ and Children’s Prod. .. Page 2 of 3

LE INFANTS DROPS 1 OZ. CHERRY FLAVOR S0580-143-3C
B INFANTS' DROPS 0.5 OF. GRAPE - HOSPITAL SO580-144-1%
® INFANTS' DROPS 0.25 0. GRAPE - SAMPLE S0R80-144-40
SRS

CHILDREN'S TYLENOL® SUSPENSION 2 OF. CHERRY BLAST FLAVOR 50580-123-02
CHILDREN'S TYLENOCL®E SUSPENSION 4 07, CHERRY RLAST FLAVOR S0580-123-04
CHILDREN'S TYLENOL® DYE-FREE SUSPENSION 4 07, CHERRY FLAVOR SO580-166-04
CHILDREN'S TYLENOL® SUSPENSION 4 O7. GRAPE SPLASH 50580-296-04
CHILDREN'S TYLENCL® SUSPENSICON 4 0Z. BUBBLEGUM FLAVOR 50580-407-04
CHILDREN'S TYLENOLE SUSPENSION 4 0Z. VERY BERRY STRAWBERRY FLAVOR 50580-493-04
CHILDREN'S TYLENGL®E SUSPENSION 1 OZ. CHERRY BLAST FLAVOR - SAMPLE 50580-123-91
CHILDREN'S TYLENOL® SUSPENSION 4 0Z. CHERRY BLAST FLAVOR - HOSDITAL 50580-123-02
CHILDREN'S TYLENOL® PLUS SUSPENSION 4 OZ. COUGH & SORE THROAT CHERRY FLAVOS, 50580-247-04
CHILDREN'S TYLENOL® PLUS SUSPENSION 4 07, COUGH & RUNNY NOSE CHERRY FLAVOR S0580-245-04
CHILDREN'S TYLENCL® PLUS DYE-FREE SUSPENSION 4 OZ. COLD & STUFFY NOSE GRAPE FLAVOR 50580-2532-04
CHILDREN'S TYLENOL® PLUS DYE-FREE SUSPENSION 4 07, COLD & COUGH GRAPE FLAVOR 50580-254-04

CHILDREN'S TYLENOL® PLUS DYE-FREE SUSPENSION 4 0Z. MULTI-SYMPTOM COLD GRAPE FLAYOR 0580-255-04
CHILDREN'S TYLENOL® PLUS SUSPENSION 4 07, FLU BUBBLEGUM ELAVOR 5U580-2858-04
CHILDREN'S TYLENGL® PLUS SUSPENSION 4 OF. COLD GRAPE FLAVOR SO580-387-04
CHILDREN'S TYLENCL® PLUS SUSPENSION 4 0Z. COLD & ALLERGY BUBBLEGUM FLAVOR 50580-390-04
CHILDREN'S TYLENOL® PLUS SUSPENSION 4 07, MULTI-SYMPTOM COLD GRAPE ELAVOR S0580-391-04

MOTH IHFANTS DROPS

CONCENTRATED MOTRING INFANTS DROPS 1 07, BERRY DVYE Fros 50580-188-01
CONCENTRATED MOTRIN@ INFANTS' DROPS 0.5 007, BERRY DYE FREE 50580-198-1%
CONCERN ED MOTRING INFANTS DROPS 0.5 07, BERBY FLAVORS 50580-100-35
CHILDREN'S MOTRING SUSPENSION 4 OZ. BERRY DYE EREE 50380-184-04
CHILDREN'S MOTRIN® SUSPENSION 2 0Z. BERRY FLAVOR 50580-601-02
CHELDREN'S MOTRING SUSPENSION 4 07, BERRY FLAVOR 50580-601-04
CHILDREN'G MOTRING SUSPENSION 4 OFZ. TROFICAL PUNCH FLAVOR 50580-215-04
CHILDREN'S MOTRING SUSPENSION 4 OF. GRAPE FLAVOR 50580-603-44
CHILDRENS MOTRING SUSPENSION 4 07, BUBBLEGUM ELAVOR S0580-604-04
CHILDREN'S MOTRING SUSPENSION 1 OF. GRAPE SAMPLE 50580-603-01
CHILDRENS MOTRING SUSPENSION 1 OF. BUBBLEGUM SAMPLE S0580-604-01
CHILDREN'S MOTRING SUSPENSION 1 OF. BERRY SAMPLE 50580-601-01
CHILDREN'S MOTRING SUSPENSION 4 07, BERRY HOSPITAL SO580-5G1-50
CHILDREN'S MOTRING SUSPENSION 4 0Z. COLD BERRY FLAVOR SG5E0-902-04

M

hitp://www.fda.gov/Safety/Recalls/uem?2 1 0443 htm 3/5/2G10




MeNeil Lonsumer Healthcare Announces Voluntary Recall of Certain OTC Infants’ and Children’s Prod. .

CHILDREN'S ZYRTEC® 4 OZ. BUBBLEGUM SYRUP

CHILDRENS ZYRTEC® DYE FREE 4 07, GRAPE SYRUP

CHILDREN'SG ZYRTECHE SUGAR-FREE DYE-FREE (0.5 OF. GRAPE

CHILDREN'S ZYRTEC® SUGAR-FREE DYE-FREE 0.5 OF. BUBRBLEGUM
CHILDREN'S ZYRTEC® SUGAR-FREE DYE-FREE 2 ¥ 4 07, BURBILES MLIGUID

AL Iy
y ALLERGY LIGUEIDS

CHILDREN'S BENADRYL® ALLERGY 4 07, BUBBLEGUM FLAVORED LIGUID

Page 3 of 3

50580-721-04
50580-730-04

50580-730-15

T CONCENTRATED TYLENCL® INFANTS' DROPS 0.5 OZ. GRAPE ELAVOR is also included in JOHNSON 'S @ Baby Rellef Kit,

FCONCENTRATED MOTRING INFANTS DROPS 0.5 07, BERRY FLAVOR is also included in JOHNSON'S ® Baby Relief Kit
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MCNEIL PRODUCT RECALL
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MCNEIL PRODUCT RECALL Page 3 of 4

&

Hote: Prosuct HDT sumbers cen be loaeled on the label of the bodls ghove the e name

CIRCHITRATEN TSN B BEANT R DROSS O F OF GRASE FLaVOR
CONCENTRATED TR ENDL R IEANT & om0 CWERY TWE FREE
CONCENTRATED TV ENGB INFANTS DROSE &2 07 CHERRY FLAIGE
CONCENTRATED TR ENCLE INFANT T DIRORS |« 0 CHERSY B SY0R
COMCENTRATED T ENDLE oIS DROFE 0508 SRAFE - HOEPT AL
COHLENT RRTED TVEEMNCLR ST LoD 2 RS O SRass _Sanbi o SOERD-1AL-A

Y

CHLOREYS TAENOL S SUSPmEInte T 0 CHERRY BLAST FLAYDR
SHADRENE TYIENDLE SURRINSINN 2 OF PHERRY B 42T B AVOR
CHEDRENE TR ENDUG UVE FREE BUSOCMEINN & nF SLEDDY I A0
ENE TR ENOUB SUSREIISN S OF GRAPE B0 st

LORENTE TYENDES TUSRINIION § 07, BUBBLEGUR FLAVGR
CHILDRENS TYENGUE SUSPENBION ¢ OF VERY BERRY STRANBERSY

s gy

Frauns _ SEEEL-4IL L
TR TRENT T DA PR T oy RS AT EATET
SHEE Eamer o2 ay

FRLORENE TYLENCE @ SUSFENUON 4 OF. CHERRY BLAST R AR ~
DERE R

CHLDRENE TYLEN0LE FLUS SUSFS
CHERDY E AvDE
LHE DRERS TV
CHEREY Bavnn

CHLDRENE TV ENOLE PLUS DVEFREE DUSPENSINE D2 008
STUFFY MOSE GRARE FLAVDR 5585525304

O DRENS Ty ENOLS FLUS DVE-FREE SUBPERERII 4 UL OO0 4
LOURH GRAPE FLAVDR B8535 7840

CHLERENS TYLENDUS PLUE DYE-FREE BUSFENSEII 4 OF 8T
SYUPTON SOLDGRAPE Foaenn

NEION 4 OF FLUBUBRCES G T 4uns
HAEDN A 07 COUD GRAPE BAVOR
FEREION 4 OZ COLDE MABRsT

TRNE NERNTE DROPS 1 07 BEmDY ST Soon
COMORMT RATED SOT St PN OROPSGE 0T SRRy INE Fass
G EATED MOT RS SEANTS DRDPES ¥ OF BERRY BLAYDR®

CHILDRENT OTRING SLAREMam 4 OF 2200y 9 FREE e

LOREMS YOTRING SUSPENSION 4 OF BERAY FLAVOR SOESDAEN5
LORENS MOTRNE SUSFENSION 4 GZ TROPICA, PUNCH SLAVOR SOEE-21504
CHLDRENS UOTRME SUBSTNSI S OF ORAPE SLAVDR SO0E0-808-04
CHILDRENS UOTRINE SUSFEMEIOH 4 OF SUBBL TG SIEER A0

HE FUSRENSION ¢ OF GRATE Sae s SEEshnL Y
CHENE MITIINE SLEPERSION | OF SUIMDCEOE Da g 1 e e
SHLDRENS MOTRNE SUSPENEIN ¢ 07 SEROY Saam EiEanan
HS ST NS SUSPEKEEN 4 OF BEREY HOSPTAL FEEES.

ERERS. ST 54

SHLORENS ZYRTECO SUBRR.ERET DVEFREE 4 4 SUBR TOUM SYRLP B
SHLDAEME DYRTECE SUSAR FREE CHELEDES § 07 GRAFE SYRLE TEIEL.TER0E
CHLDRENE DYRTECE SUGARFSRCE IWEFREE 2 507 2Rsrg SRR
LRENE TYRTECE SUSARSREE THELSRRE & £ 037 Sumes moean SIS
LORENE ZYRTECE SUBARSRRE DVENES £ 4 OF BUEE Foiag

e

EREE

#TRENS ZYRTECE SUGARLSREE OF

http://www.meneilproductrecall.com/page.jhtml?id=/inc lude/new recall.inc 5/5/2010
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« CONCENTRATEC TAENGLE AT S DROPS 05 0Z GRAFE FUAVDR sel nduted & DHEDNE S sty
Rlis iy

RN RATED LY TRING: OFANTS DROPS 0.5 OF BEFRY RAUDR s aies inguded i JOHNEOHEE ButReled
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